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II. REMARKS 

A. Status of the Claims 

Applicants respectfully submit that claims 54-1 13 are pending. Claims 54, 57- 
60 and 62 have been amended. Claims 63-1 13 have been added as new. Claim 61 has 
been cancelled without prejudice. Claims 1 to 53 were previously cancelled without 
prejudice. Applicant respectfully submits that no new matter has been added by virtue 
of this Amendment. 

B. Rejection Under 35 U.S.C. § 112 

In the Office Action, the Examiner rejected claims 61 and 62 under 35 U.S.C. § 
1 12, second paragraph, as being indefinite. 

Applicants respectfully submit that independent claim 61 has been cancelled 
without prejudice and claim 62 is now dependent upon claim 54. Accordingly, the 
Examiner's rejection is now moot. 

C. Rejection Under 35 U.S.C. 8 102 

In the Office Action, the Examiner rejected claims 54-61 under 35 U.S.C. § 
102(b) as being anticipated by Jancso et al. The Examiner stated that: 

"A trans capsaicin such as the one taught by Jancso et al. where a crystalline 
powder of trans-N [4 ' -hydroxy -3 ' -methoxy-benzy l]-8-methy lnon-6-enam inde 
(i.e. Capsaicin) is used would inherently be an approximately 100% pure trans 
capsaicin because no other isomer is distinguished as being present." 
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The Examiner also stated that with regard to claims 55 and 56: 



"In a claim to a composition a statement to the composition's intended use has 
no patentable weight since the intended use does not structurally change or 
add components) to the composition." 



Applicants respectfully traverse this rejection. To anticipate a claim, an 
individual reference must teach, expressly or inherently, each and every element in a 
claim (See: MPEP §2131, referencing Verdegaal Bros. v. Union Oil Co. of California, 
814 F.2d 628, 631). The fact that a characteristic may occur or be present in the prior 
art is not sufficient to establish the inherency of the characteristic. (See: MPEP § 21 12, 
Sec. IV citing In re; Rijckaert, 9 F.3d 1531, 1534). 

"To establish inherency, the extrinsic evidence 'must make clear that the 
missing descriptive matter, is necessarily present in the thing described in the 
reference, and that it would be so recognized by persons of ordinary skill. 
Inherency, however, may not be established by probabilities or possibilities. 
The mere fact that a certain thing may result from a given set of circumstances 
is not sufficient.'" (Id. citing In re Robertson, 169 F.3d 743, 745), 



Amended independent claim 1 recites: 

"A pharmaceutical^ acceptable capsaicin composition for relieving pain at a 
site in a human or animal in need thereof comprising synthetic trans capsaicin and at 
least one pharmaceutical ly acceptable vehicle suitable for infiltration or injection, 
wherein said synthetic capsaicin is prepared by: 

a) alkylating 3-methyl butyne with halovaleric acid or to obtain 8-methyl-6- 
nonynoic acid; 

b) reducing said 8-methyl-6-nonynoic acid to obtain trans-8-methyl-6-nonenoic 

acid; 

c) activating said 8-methyl-6-nonenoic acid to obtain an acid halide or activated 
acid derivatives; and 

d) acylating 4-hydroxy-3-methoxybenzylamine hydrochloride with said acid 
halide to obtain trans-capsaicin." 



The synthetic capsaicin of the present invention is derived from a synthetic process, 
whereby the trans geometry is set from the beginning and provides for a trans 
capsaicin composition with a purity of the trans isomer of at least 97% or greater (See: 
specification, page 3, paragraph [0010], and page 6, paragraph [0029]. 
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In contrast, the Jancso reference does not teach a composition comprising . .a 
synthetic trans capsaicin...." Jancso et al. describes that the capsaicin utilized therein 
was derived from a natural not synthetic, source (See: Jancso et al., page 140, last 
paragraph entitled "Drugs used" stating "...capsaicin (extracted from red pepper and 
crystallized in our laboratory. ..."). Capsaicin derived from a crystalline extract of a 
natural source of capsaicin (e.g., red pepper) contains five (5) major capsaicinoids 
(capsaicin 69%; dihydrocapsaicin 22%; nordihydrocapsaicin 7%; homocapsaicin 1% 
and homodihydrocapsaicin 1%) (See; Dewitt, Dave, 'The Nature of Capsaicin", 
attached as Appendix A). While the capsaicin utilized in the Jancso reference may 
contain some amount of trans capsaicin (derived from a natural source), it will contain 
different impurities than the synthetic trans capsaicin of the present invention. 
Accordingly, the Jancso reference does not expressly or inherently teach a synthetic 
trans capsaicin as claimed in the present invention. Therefore, amended independent 
claim 54 of the present invention and the claims 55-62 that depend there from are not 
anticipated by the Jancso reference. Also, as new claims 63-1 13 depend from 
amended claim 1, these new claims are also not anticipated by the Jancso patent. 
Applicants, respectfully request that in view of the above arguments, the Examiner's 
rejection be removed. 

D. Rejection Under 35 ILS.C. § 103 

In the Office Action, the Examiner rejected claim 62 as being unpatentable 
over Jancso et al. in view of Guenzler-Pukall et al. (U.S. 2004/0204356). 

As explained above, the Jancso reference describes the use of capsaicin derived 
from a natural source (e.g., extraction form a red pepper and crystallized). While the 
capsaicin utilized in the Jancso reference may contain some amount of trans capsaicin 
(derived from a natural source), it will contain different impurities than the synthetic 
trans capsaicin of the present invention and, therefore, is not the same as the synthetic 
trans capsaicin of the present invention. Accordingly, the Jancso reference does not 
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teach or suggest the synthetic trans capsaicin of the present invention. 



The Examiner relies on the Guenzler-Pukall reference for its teaching of 
suitable carriers for intravenous injection. However, the Guenzler-Pukall reference 
cannot cure the deficiencies of the Jancso reference as it does not teach or suggest 
capsaicin at all, let alone a synthetic trans capsaicin as claimed in the present 
invention. 

In view of the arguments presented above, amended independent claim 54 of 
the present invention and the claims 55-62 that depend there from are not obvious over 
the Jancso reference in view of the Guezler-Pukall reference. Also, as new claims 63- 
113 depend from amended claim 1, these new claims are also not obvious over the 
Jancso reference in view of the Guezler-Pukall reference. Applicants respectfully 
request that the Examiner's rejection be removed. 
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III. CONCLUSION 

This Amendment is being submitted together with a petition for a three-month 
extension of time. The Commissioner for Patents is hereby authorized to charge the 
amount of $1,020.00 for the fee due under 37 C.F.R. § 1.17(a)(3) to Deposit Account 
No. 50-0552. It is believed that no additional fees are due for this submission. If it is 
determined that any additional fees are due or that any fee has been overpaid, the 
Commissioner is also authorized to charge said fee or credit any overpayment to 
Deposit Account No. 50-0552. 

It is also believed that no fees are due for new claims 63-1 13 as the number of 
new claims does not exceed the amount of claims previously paid for and cancelled. 



Respectfully submitted, 

DAVIDSON, DAVIDSON & KAPPEL, LLC 




Reg. No. 49,032 



Davidson, Davidson & Kappel, LLC 
485 Seventh Avenue, 14 th floor 
New York, NY 10018 
(212) 736-1940 



16 



